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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, 
including the fee set forth in 37 CFR 1.17(e), was filed in this 
application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the 
fee set forth in 37 CFR 1.17(e) has been timely paid, the 
finality of the previous Office action has been withdrawn 
pursuant to 37 CFR 1.114. Applicant's submission filed on 
December 18, 2006 has been entered. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the first paragraph of 35 
U.S~.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

3. Claims 1 and 4-11 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description 
requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor (s), 
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at the time the application was filed, had possession of the 
claimed invention. 

The limitation "a minority of the volume of the marker is 
metal solids and a majority of the volume of the marker is 
nonmetal" does not appear to have support in the originally 
filed application. The specification provides that the 
particles are selected from a large collection of different 
metals and does not teach that only one metal should be 
selected. Furthermore, the example pointed to in the 
specification for support only teaches a ratio of tungsten to 
polymer in the combination blend. This does not describe to one 
having ordinary skill in the art that tungsten is the only metal 
present in the marker; it merely provides the ratio between two 
elements of the blend without defining whether other elements 
are included. Furthermore, there does not appear to be support 
in the originally filed application for the limitation that, 
there be a minority of the volume of the marker formed from 
metal solids. Minority leads one to believe any amount less 
than 50% and there doesn't appear to be any support for a cap on 
the volume of metal in the marker at less than 50%. 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which 
forms the basis for all obviousness rejections set forth in this 
Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the 
art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere 
Co., 383 U.S. 1, 148 USPQ 459 (1966), that are applied for 
establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art . 

2. Ascertaining the differences between the prior art and 
the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent 
art . 

4. Considering objective evidence present in the 
application indicating obviousness or nonobviousness . 

6. Claims 1 and 4-11 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Klein et al (USPN 5,776,141) in view of 
Elliott (US 2003/0164063) . 

Regarding claims 1 and 4-5, Klein et al teach a radio 
marker for an intraluminal medical device comprising a polymer 
and radiopaque particles (col. 11, 1.15-30). The polymer is a 
polyether block amide copolymer and said radiopaque particles 
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comprise tungsten powder, which is loaded approximately 36 
volume percent of said marker since it is 90% by weight (col. 11, 
1.22-26) . The blend of the polymer and the radiopaque particles 
forms a highly radiopaque yet relatively flexible radiopaque 
marker configured for securing to the intraluminal medical 
device and the radiopaque particles (col. 11, 1.15-30) The 
marker is formed with a minority of the volume metal solids and 
the majority of volume nonmetal . 

Klein et al fail to teach adding a wetting agent for 
facilitating encapsulation of said particle by said polymer and 
the. diameter of the particles. However, Elliott teaches that to 
improve the packing density of tungsten powder the powder is 
milled to deagglomerate the fine particle clusters. To get 
higher packing densities such as 36 volume percent, Elliott 
teaches the mean particle size is between 1 and 10 microns (p. 2, 
paragraph 43) . Elliott further teaches specific examples 
wherein when the median particle diameter is about 10 microns, 
the 90% of the particles have a diameter less than 18.5 microns 
(p. 6, paragraph 94). Therefore, it would have been obvious to 
one having ordinary skill in the art at the time Applicant's 
invention was made that when the mean particle size is within 
the range of 1 and 10 microns the maximum diameter of a particle 
would be about 2 0 microns. 
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Thus, it would have been obvious to one having ordinary 
skill in the art at the time Applicant's invention was made to 
form the radiopaque particles of Klein et al with a mean 
diameter of at least 2 microns and a maximum diameter of about 
20 microns in order to maximize the packing density and 
ultimately be able to form a combination with 36 volume percent 
radiopaque particles, as taught by Elliott. 

Furthermore, Elliott teaches that a wetting agent such as 
maleic anhydride graft polyolefin is blended with the polymer 
forming the radiopaque particle containing article as a strength 
enhancing agent (p. 5, paragraph 92) . Therefore, it would have 
been obvious to one having ordinary skill in the art to add 
maleic anhydride graft polyolefin to a tungsten and polymer 
mixture in order to enhance the strength of the mixture, as 
taught by Elliott. 

Thus, it would have been obvious to one having ordinary 
skill in the art at the time Applicant's invention was made to 
add a maleic anhydride graft polyolefin to the radiopaque marker 
of Klein et al in order to enhance the strength of the mixture, 
as taught by Elliott. 

Regarding claims 6-8, the limitations that the particles 
are produced by a pusher process or by an atomization process 
are given little patentable weight in an article claim. 
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Although all limitations are considered, process limitations in 
an article claim are only given weight insofar as the structural 
differences the process teaches. In this case, because the 
radiopaque particles are substantially equiaxed as shown by the 
particle size distribution (p. 6, paragraph 94), the structural 
differences provided by the processes of forming particles that 
are substantially equiaxed are taught by Elliott. 

Regarding claim 9, it is well known in the art that 
antioxidants are added to elastomers in order to prevent 
oxidative decomposing, and therefore have longer stability and 
life.. Therefore, it would have been obvious to one having 
ordinary skill in the art to add an antioxidant to an article 
formed of Pebax in order to increase the stability and life of 
the article, since antioxidants prevent oxidation and 
decomposition caused by oxidation. Thus, it would have been 
obvious to one having ordinary skill in the art at the time 
Applicant's invention was made to add an antioxidant to the 
marker of Klein et al, since it is well known in the art as a 
common additive to elastomers and would be added in order to 
prevent premature oxidation of the article. 

Regarding claim 10, Pebax is thermoplastic. 

Regarding claim 11, Klein et al teach the marker has a ring 
shape with is a tubular structure. 
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Response to Arguments 

7. Applicant's arguments regarding the 35 U.S.C. 112 
rejections of claims 1-11 have been fully considered but they 
are not persuasive. 

Although it is agreed the previous limitations rejected as 
not being supported by the original disclosure have been deleted 
rendering the previous 112 first paragraph rejection moot, a new 
rejection has been made above because the newly added 
limitations to claim 1 are also not supported in the original 
disclosure. 

8. Applicant's arguments regarding the 35 U.S.C. 103 
rejections of claims 1-11 have been fully considered but they 
are not persuasive. 

Regarding applicant's argument that if Klein et al is 
modified by Elliott, the 80-90% tungsten in polymeric material 
marker of Klein would be replaced with the tungsten, second 
metal, binder composition of Elliott. Although the ultimate 
goal of Elliott might be to produce replacement for lead shot 
using a blend of tungsten and a second metal in a binder, 
Elliott teaches generally, that to increase packing density of 
tungsten powder the powder is milled to deagglomerate the fine 
particle clusters which leads to a mean particle size between 1- 
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10 microns and a sample distribution with 90% of particles being 
less than 18.5 microns. Therefore, Elliott does not teach one 
having ordinary skill in the art at the time applicant's 
invention was made that to increase the packing density of 
tungsten powder in a binder you have to add a second metal 
powder. 

Furthermore, even if the teachings of Klein et al and 
Elliott did require the second metal in the composite, the 
addition of a second metal according to Elliott does not require 
that the metal for a majority by volume of the marker. 
Specifically, Elliott teaches the tungsten in the range of 80- 
99% by weight and the other metal in a range of 2-15% by weight. 
The amount of each would be determined based on the intended end 
use of marker and many of the combinations would maintain a 
minority volume percentage in the marker. Also Elliott teaches 
examples with greater than 55 volume percent metals but does not 
teach that the volume percent of metals is required to be that 
high, merely that it is possible. 

Conclusion 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to 
Christopher P. Bruenjes whose telephone number is 571-272-1489. 
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The examiner can normally be reached on Monday thru Friday from 
8 : 00am-4 : 30pm. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Harold Pyon can be 
reached on 571-272-1498. The fax phone number for the 
organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 

(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217 r 9197 (toll-free) . If you would 
like assistance from a USPT0 Customer Service Representative or 
access to the automated information system, call 800-786-9199 

(IN USA OR CANADA) or 571-272-1000. 
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Examiner 
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